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\ COMPOSITION : Each iabef coniains  STORNGE ; aep 3 1 psce
| Carvedilol ... 625mg donot store above 30°
[ Excipients 0.5, for ... 1 tablet Protect from light
|
|

INDICATIONS - CONTRAINDICATIONS SPECIFICATION : Manufacturer's
DOSAGE - ADMINISTRATION - Keep out of reach of children

PRECAUTIONS - SIDE EFFECTS :
See enclosad leaflet Read carefully the leafiet before use
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TO HUONG DAN SU DUNG THUOC

Rx Thudc bdn theo don
Vién nén bao phim SaVi Carvedilol 6,25
THANH PHAN
= Carvedilol ... 6,25 mg
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(Lactose monohydrat, Celulose vi tinh thé 101, Crespovidon
CL, Povidon K30, Natri lauryl sulfat, Colloidal silicon
dioxide, Magnesi stearat, Opadry AMB yellow).

DANG BAO CHE: Vién nén bao phim,

DUQC LUC HQC

Carvedilol 1a mét hdn hop racemic c6 thc dung chen khong chon
loc thy thé beta - adrenergic nhung co tac dung chen chon loc
alpha,-adrenergic.

Carvedilol ¢6 hai co ché tac dung chinh chéng ting huyét p.
Mét co ché tac dung 12 1am giin mach, chii yéu do chen chon loc
thy thé alphal, do d6 lam giam strc can mach méu ngoai bién,
Carvedilol cdn ¢6 tic dung chen khong chon loc thy thé beta,
Téc dung gian mach va chen thy thé beta xay ra trong cing mic
4o lidu lugng. Con thﬁy tac dung chen kénh calci nhe. Carvedilol
khéng c6 tac dung chi véin beta, ma chi c6 tac dung yéu n dinh
mang. Nghién ciru ldm sing d4 chimg minh két hgp chen thy thé
alphal va beta lam tin sb tim hoi giam hofic khéng thay déi khi
nghi ngoi, duy tri phén s thé tich phut va lwu lugng mau & thén
va ngoai bién.

DUQC PONG HQC

Kha dyng sinh hoc ciia carvedilol trung binh 20 - 25% vi hip thy
khéng hoan toan va vi chuyén héa manh ban déu.

Sau khi udng mét liéu khodng 1 - 3 gio, ndng dd trong huyét
twong dat téi da. Ndng dé trong huyét trong ting tuyén tinh véi
lidy, trong pham vi liéu khuyén ding. Thé tich phan bd khoang 2
litkg. DO thanh thai huyét twong binh thutmg khoang 590
ml/phat.

Ba chit chuyén hda déu c6 hoat tinh chen thy thé beta, nhung tic
dung gian mach yéu. Tuy nhién ndng d6 cic chit chuyén héa nay
thip, va do d6 khdng gop phin vio tac dung ciia thubc.

Nira doi thai trir ciia carvedilol 12 6 - 7 gitr sau khi udng. Mét ty
1 nho khoang 15% lidu udng dugc bai tiét qua than.

CHI PINH PIEU TR

Carvedilol dugce chi dinh:

- Diu tri tang huyét 4p. C6 thé dung carvedilol mét minh hozc
k&t hop voi thude khéc, dac biét véi thudc lgi tiéu loai thiazid.

- Didu trj suy tim sung huyét nhe hoac vira do thiu méu cuc bd
hodic bénh co tim, két hop véi digitalis, thudc loi tidu va thudc v
ché men chuyén dé giim tién trién cia bénh (43 dugc chimg
minh bing ty 1§ tr vong, thdi gian diéu trj tim mach tai bénh
vién, hoac cin thiét phai diéu chinh thudc diéu tr suy tim khac).

LIEU LUQNG VA CACH DUNG
Thude nay chi dirng theo sir ké don ciia bdc si

Cdch ding:
Thubc ding dudong udng. Dé giam tiém nang nguy co giam
huyét 4p thé dimg, carvedilol dugc khuyén cdo udng cing véi
thirc &n.
Ngoai ra, nha san xuét goi y c6 thé giam biéu hién glﬂn mach &
ngudi bénh ding ddng thoi thudc trc ché men chuyén bing cach
ding carvedilol 2 git tnrde khi ding thudc irc ché men chuyen

Liéu lup'ng'
- Ting huyer dp:
Lidu diu tién 12,5 mg (2 vién SaVi Carvedilol 6,25), ngay uéng
1 lin; tang I&n 25 mg sau 2 ngay, ung ngay 1 lan.
MGt cach khéc, liéu ddu tién 6,25 mg ngay udng 2 lzin. sau 1 dén
2 tudin tang én téi 12,5 mg, ngdy uéng 2 lin. Néu cén, lidu c6 thé

téng thém, cach nhau it nhét 2 tuln, cho t6i téi da 50 mg, ngay
uéng 1 I4n, hogc chia 1am nhiéu lidu.

Déi véi ngudi cao tudi, 12,5 mg ngay udng 1 14n c6 thé c6 hiu
qui.

- Dau thit ngirc:

Liéu ddu tién 12,5 mg, ngay udng 2 ln; sau 2 ngay tang tdi 25
mg, ngay 2 ln.

- Suy tim:

Ubng lidu 6,25 mg udng ngay 1 lén trong 2 tudn. Sau do, lidu c6
thé téng, néu dung nap dugc, t6i 6,25 mg, ngay ubng 2 lin. Litu
c6 thé tang néu chju dugc thube, cach nhau it nhét 2 tuin téi lidu
tdi da dugc khuyén cdo 25 mg, ngay uéng 2 Iin, d8i véi ngudi
bénh cén ning dudi 85 kg, holic 50 mg, ngay udng 2 I4n, déi voi
nguoi cn nang trén 85 kg.

Tru6c khi bét du liéu phap carvedilol cho suy tim sung huyét,
ngudi bénh dang diing glycosid trg tim, thudc loi tidu, vivhodc
thudc trc ché men chuyén, phai dugc dn dinh véi lidu cac thude
d6. Nguy co suy tim mét bd vavhosic giam huyét 4p ning cao
nhit trong 30 ngay diu diéu trj.

- Bénh co tim vé cdn: 6,25 — 25,0 mg, ngay ubng 2 14n.

- Diéu chinh liéu & nguoi suy thdn: Khong cn thiét.

- Diéu chinh liéu & ngudi suy gan: Chéng chi djnh.

CHONG CHI PINH

Suy tim sung huyét khong bt (NYHA d¢ 111 - 1V).

Hen phé quin hoc bénh co thit phé quan (c6 thé din dén con
hen).

Sée do tim, nhip tim chdm nang hodc bléc nhi - thét d6 I hodc
dé II1.

Bénh gan c6 tri¢u chimg, suy giam chirc ning gan.

M2n cdm véi bét cir thanh phin nio ciia thudc.

Phu nif c6 thai, nhét 14 trong ba thang cudi ciia thi ki mang thai
hozc gin luc dé.

CANH BAO VA THAN TRONG KHI SU DUNG

Thén trong.

- Phai sir dung thén trong carvedilol & nguoi bénh suy tim sung

huyét didu trj véi digitalis, thubc 1gi tidu, hoac thubc irc ché men

chuyén angiotensin vi din truyén nhi - thit c6 thé bj cham lai.

- Phai sir dung thén trong & ngudi bénh c6 dai thao dudmg khong

hozc khoé kiém soat, vi thudc chen thu thé beta c6 thé che 14p

triéu chimg glam glucose huyét.

- Phai ngimg diéu trj khi thdy xuét hién dau hiéu thucmg tdn gan.

- Phai str dung thén trong & ngudi ¢6 bénh mach mau ngoai bién,

ngudi bénh gy mé, ngudi co ting ning tuyén gidp.

- Néu ngubi bénh khong dung nap cac thubc chéng ting huyét

ap khéc, c6 thé ding than trong lidu rit nho carvedilol cho ngudi

¢6 bénh co thét phé quén.

- Trénh ngimg thudc dot ngdt, phai ngimg thudc trong thisi gian 1

dén 2 tudn,

- Phai can nhiic nguy co loan nhip tim, néu ding carvedilol dng

thoi v6i ngiri thubc mé. Phai can nhéc nguy co néu két hop

carvedilol véi thubc chéng loan nhip tim nhém L.

- Chua xac dinh dugc tinh an toan va hiéu lyc cua carvedilol ¢
tré em.

TUONG TAC THUOC

Gidam tdc dung:

- Rifampicin c6 thé giam ndng 4o huyét tuong cia carvedilol tGi
70%.

- Téc dung cua céc thubc chen beta khéc giam khi két hop véi
mudi nhom, barbiturat, mudi calci, cholestyramin, colestipol.
thudc chen khong chon loc thu thé a, penicillin (ampicillin),
salicylat, va sulfinpyrazon do giam kha dung sinh hoc va néng
5 huyét twong,

Tdng tdc dung:




Carvedilol ¢6 thé ting tic dung cia thuc ching ddi thio duwomg,
thudc chen kénh calci, digoxin.

- Tuong téc cita carvedilol véi clonidin c6 thé din dén tic dyng
lam ting huyét &p va giam nhip tim.

- Cimetidin lam tang tac dung va kba dung sinh hoc cia
carvedilol.

- Nhimg thudc khac c6 kha ning 1am ting ndng d9 va tic dung
cia carvedilol bao gdm quinidin, fluoxetin, paroxetin, vi
propafenon vi nhimg thubc nay trc ché CYP2DS6.

- Carvedilol lam ting ndng dd digoxin khoing 20% khi uéng
ciing mét luc.

TRUONG HQP CO THAI VA CHO CON BU:
Trieomg hop c6 thai
Carvedilol di gay tic hai 1im sing trén thai. Chi ding thudc nay
trong thdsi ky mang thai néu lgi ich mong doi 16n hon nguy co ¢6
thé xdy ra va nhu thudng 1€, khong dung trong ba thang cudi ciia
thoi ky mang thai holic gén ltc dé.
Téc dung khong mong mudn dbi voi thai nhu nhjp tim chdm,
gidm huyét 4p, irc ché ho hip, giam glucose mau va giam thin
nhiét & tré so sinh ¢4 thé do mang thai di diing carvedilol.
Trieomg hop cho con bit
Carvedilol c6 thé bai tiét vao sira me.
Khong ¢6 nguy co tac dung khong mong muén & teé bi me.

TAC DPONG CUA THUOC KHI LAI XE VA VAN HANH
MAY MOC

Ciin than trong sir dung thubc khi dang l4i xe hoic van hanh may
méc vi thudc gy tac dung phu (chong mat, ha huyét ap tur thé).

Théng bdo cho Bdc st nhitng tdc dung khéng mong mudn
gdp phdi khi sit dung thudc

TAC DUNG KHONG MONG MUON (ADR)

Phin 16n tic dung khong mong mubn c6 tinh chét tam thoi va
hét sau mot thori gian. Da sb tac dung ndy xay ra khi bit diu didu
trj. Tac dung khong mong mudn lién quan chi yéu véi co ché
tic dung dugc Ly va voi lidu. Thudng gap nhét 1a chéng mit
(khoang 10%) va nhirc ddu (khodng 5%).
Thudng gdp: ADR >1/100
Toan than: Nhirc diu, dau co, mét méi, kho thd.
Tuén hoan: Chéng mit, ha huyét ap tir thé.
Tiéu hoa: Budn nén.
It gdp: 171000 < ADR < 1/100
Tudn hoan: Nhip tim chim. .
Tiéu héa: tiéu chay, dau bung.
Hiém giip: ADR < 1/1000
Mau: Tang tiéu cu, gidm bach ciu.
Tudn hoan: Kém diéu hda tuin hoan ngoai bién, ngét.
Thén kinh trung wong: Trim cam, réi loan gidc ngd, dj cam.
Tiéu héa: Nén, tao bon.
Da: May day, ngira, vay nén.
Gan: Tang transaminase gan.
Mit; Giam tiét nude mit, kich img.
Hé hép: Ngat mi.
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Huong dén cdch xir tri ADR:

Cé thé giam thiéu nguy co chim nhip tim va tic dung khong
mong mudn khic bing cach bit diu diéu tr vai lidu thip, rdi
ting dén liéu, theo d&i cn than s do huyét 4p tim trrong va tin
s6 tim, va udng carvedilol ciing thirc an.

Cin gidm li¢u néu tin s mach gidm xudng dudi 55 tiéng dap
mdi phit. Tranh ngimg thude dot ngot.

Ngudi bénh phai tranh ding 1én djt ngdt hodic dimg yén trong
thoi gian dai; cin nim nghi néu thy chong mat hoac 12 di, va hoi
y kién thdy thubc vé giam lidu.

QUA LIEU:

Nhimg triéu chimg ngd doc carvedilol gdm rbi loan v& tim,
nhi€m ddc hé thin kinh trung wong, co thit phé quin, ha glucose
huyét va tang kali huyét. Triéu chimg vé tim thudmg gip nhét
gdm ha huyét &p cham nhip tim. Bléc nhi - thit, ri loan din
truyén trong thét va choéng do tim c6 thé xay ra khi qua ligu
nghiém trong, dic biét voi nhimg thudc e ché mang (vi du:
Propranolol). Tac ddng t6i thin kinh trung wong gBm co gidt,
hén mé va ngimg hd hip thudng gip véi propranolol va véi
thudc tan trong md& va irc ché mang khac.

Trj lidu gdm diéu trj triéu chimg con ddng kinh, giam huyét 4p,
tang kali huyét va giam glucose huyét. Nhip tim chdm va giim
huyét ap khang véi atropin, isoproterenol, hoic véi may tao nhip
c6 thé ding glucagon. QRS giin rdng do ngd doc thude tc ché
mang c6 thé dung natri bicarbonat wu truong. Cho than hoat
nhiéu lidu, thdm tach mau co thé chi giap loai bd nhimg thuée
phong bé - beta co thé tich phan bd nho, c6 nira dvi dai, hoc d¢
thanh thai ndi tai thip (acebutolol, atenolol, nadolol, sotalol).

PONG GOI:
Hop 03 vi x 10 vién.

BAO QUAN:
Noi kho, nhiét 49 khong qua 30°C. Tranh anh sing

TIEU CHUAN AP DUNG:
Tiéu chudn co s@.

HAN DUNG :

Dé xa tdm tay ciia tré em.
Poc kj huwong din sik dung trude khi diing.
Néu cdn thém thong tin, xin Idi y kién Bdc s
Sin xudt tai:
CTY CO PHAN DUGC PHAM SAVI ( SaVipharm J.S.C)
L6 Z.01-02-03a KCN/KCX Tén Thuéin, Q.7, TP.HCM :
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